
September 11, 1998

CARDIOLOG C“
SYSTEMS, INC. -k

2612 *98 SEP14 NO:59
IDE Document Mail Center (HFZ-401)
Center for Devices and Radiological Health
Food and Drug Administration
9200 Corporate Boulevard
Rockville, MD 20850

RE: IDE Number G960214/21
CardioLogic VEST-CPR” System
Public Disclosure After Study Termination

Dear Sir/Madam:

In accordance with Federal Regulation 21 CFR 350.24 (a) (7) (ii) and (iii), s56. 109(g) and
fj812.47(a), we are submitting public disclosure information that appraised the community and
researchers of the termination of the VEST-CPR study and its results.

As required by Federal Regulation 21 CFR S56.109(g) and S812.47(a), each IRB has provided a
copy of the information that was publicly disclosed. In addition, the IRB’s have provided written
verification of their review and approval of the information prior to its disclosure.

A duplicate copy of this information has been sent to Dockets Management at the following
address:

Docket number 95S-0158
Dockets Management Branch (HFA-305)
Food and Drug Administration
12420 Parklawn Drive Room 1-23
Rockville, MD 20857

I would appreciate the FDA considering IDE G960214 officially terminated and all requirements
completed in accordance with Federal Regulation 21 CFR $812.150 (7).

If you have any questions, please do not hesitate to contact meat (41O)691-5200.

Sincerely, ,

,fio$jgf’
Linda Gregg
Director of Clinical Affairs
Official Correspondent

qm--cuw’ 6!f+
CARDIOLOGIC SYSTEMS, INC., 7455-T NEW RIDGE ROAD, HANOVER, MD 21076-3143 U.S.A. ● TEL 410.691.5200 ● FAX 410.691.5212
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Hamot Research Center
1C4 East 2r?d Stree!
Erie, PA 16507
(8 14) 877-6026
Fax (61 4) 877-5089

Linda Grexz June 2, 1998

%W?5’W$3P”
Hanover, MD 21076-3143 .

Dea Ms. Gregg,

On May21, 1998, Geoffrey Burbrid~e, MD, Chairman of the Hamot Medical Center
Institutional Review Committee provided expedited review and approval of a
community notification disclosure for the study, “Clinical investl ation of the VEST-

fCPR system in Adultsn. When this approval was reported at the une 1, 1998 IRC
meeting, suggestions were made to revise the advertisement (Attachment 1).

WouId ycu please revise the communi~ notification disclosure as specified and return
for review by our Community Relations and Risk Management Departments. Think
you for your assistance.

.—.

Sincerely,

c@.iJ$D&..
Phyllis J.-Kuhn, PhD
IRC Secretary

. . .....
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HA-MOTMEDICAL CENTER 7
VEST:CPRo STUDY

,.

COMMUNITY NOTIFICATION
Twoojk ti~ti+ dl’t~ flo+ t2xVO\

JHamot Medical Center of Erie, Pennsylvaniawas m of fow centers in the United

~t
States that was chosen to participate in a study o a new, potentially Iifc-saving
treatment for patients suffering iw L kdon~ly scl~td patients
suffering cardiac arrest b-se .:’ ospita.Pwcre treated with a new
way of performing Cardio-lldmonary Resuscitation (CPR). Thc conditions of the
study were earcfully dcscribcd in an FD~@provcd Invcsligotionai Device
Exemption.

‘fhc new treatment, called VEST-CPR, relied on a device hwcntcd at The Johns
Hopkins University Hospital in Baltimore and developed by CardioIqic
Systems, Inc., k.ated in H.anovcr, Maryland. This device performed the CPR
chest compressions using a “vest”, resembling an oversized blood pressure cuff,
around the chest. Scientific evidence indicated that WST-CPR may incre+xxthe
survi vrd mtc of cardiac arrest patients ova rnamud CPR

(3) patients rcccived manual CPRjwhile the remaining seven (7) patients nxeivcd
VE?ST-CPR. Of the three manuai patients, ~ one (1) cxpetienced a rctum of a
spontaneous circulation. This patknt cwntua!ly rearrested and did not sunivc.
Of the seven (7) vca patients, three (3) experienced a return of a spontaneous
circulation. These three patients did not survive after rcarksting in the hospital.
_ N&W’&~c L@ 4VOW -11=-w 7 +6 p/*~ 7
$cven (7) & “and three (3) fk~.~ were cn.rdcd. The average age was 72.3
years. ‘Theaverage duration of CPR was 13.80 minuks (manual = 14.67, vest =
13.43). The primary diagnosis, or arrest causality, was myocardkl inf~ction (4),
eongcstivc heart failure (4), lethal arrhythmias (l), and end-stage leukemia (I).

An exception from consent, authorized by the U.S. Food and Drug AdmJ~\~rt&n
(21 CFR 50,24), was used for all @$&ientsj’~
infoxzncd consent from the patient, a fmily membc~ or a IegalIy authorized
representative at the time WIW+Athe patient was in critical need for immediate
tmatmcntj UG> L@+4->’, b\e .

,Lw% J l.d 04 -Gd’,d~ .
On November 7, 1997 CardioLogic suspended and then terminated all
investigations of the VEST-CPR systcd If you have any questions about the

1

study, you may contact Linda Gregg, Dir ctor of Clinical Affairs, CardioLogic
Systems, Inc., 1-800-3214277.

. .
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Hamot Medical Center
201 State Street
Erie, PA 16550
(814) 877-6000
http:llwww hamot.org

Linda Gregg
Cardiologic Systems, Inc.
7455-T New Ridge Rd.
Hanover, MD 21076-3143

May 21, 1998

Dear Ms. Gregg:

On May21, 1998, a community notification disclosure for the study, ‘Clinical
investigation of the VEST-CPR system in Adultsm, was approved through
expedited review. This disclosure ,received previous review and approvaI from
representatives of the Food and Drug Administration.

——

Sincerely,

G9 @?.J
Geoffrey urbridge, MD, IRC Chairman

———_ cc. Leo Bennett, MD
Brad Cooper, PharmD
Phyllis J. Kuhn, PhD, IRC Secretary

. .
.
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HAMOT MEDICAL CENTER
-:. VEST-CPRQ3STUDY

:( COMMUNITY NOTIFICATION
Harnot Medical Center of Erie, Pennsylvania was one of four centers in
the United States that was chosen to participate in a study of a new,
potentially life-saving treatment for patients suffering cardiac arrest
Though Hamot did not enroll “any patients, randomly selected patients
suffering cardiac arrest at the other hospitals were treated with a new way
of performing Cardio-Pulmonary Resuscitation (CPR). The conditions of
the study were carefully described in an FDA - approved Investigational
Device Exemption.

The new treatment, called VEST-CPR, relied on a device invented at The
Johns Hopkins University Hospital in Baltimore and developed by
CardioLogic Systems, Inc., located in Hanover, Maryland. This device
performed the CPR chest compressions using a “vest”, resembling an
oversized blood pressure cuff, around the chest. Scientific evidence
indicated that VEST-CPR may increase the survival rate of cardiac arrest
patients over manual CPR.

Nationally seven (7) men and three (3) women were enrolled from
7128/97 to 10/29/97. The average age was 72.3 years. The average
duration of CPR was 13.80 minutes (manual= 14.67, vest= 13.43). The
primary diagnosis, or arrest causality, was myocardial infarction (4),
congestive heart failure (4), lethal arrhythmias (1), and end-stage
leukemia (1). Three (3) patients received manual CPR while the
remaining seven (7) patients received VEST-CPR. Of the three manual
patients, one (1) experienced a return of a spontaneous circulation. This
patient eventually rearrested and did not survive. Of the seven (7) vest
patients, three (3) experienced a return of a spontaneous circulation.
These three patients did not survive after rearresting in the hospital.

An exception from consent, authorized by the U.S. Food and Drug
Administration. (21 CFR 50.24), was used for all ten patients, as obtaining
informed consent from the patient, a family member or a legally
authorized representative at the time the patient was in critical need for
immediate treatment, was not feasible.
Z ,
On November 7, 1997 CardioLogic ‘suspended and then terminated all
investigations of the VEST-CPR system. No Hamot Medical Center
patients were treated with the device. If you have any questions about the
study, you may contact Linda Gregg, Director of Clinical Affairs,
CardioLogic Systems, Inc., 1-800-321-4277.
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HAMOT MEDICAL CENTER
VEST-CPR@ STUDY

COMMUNITY NOTIFICATION
Hamot Medical Center of Erie, Pennsylvania was one of four centers in
the United States that was chosen to participate in a study of a new,
~otentially life-saving treatment for patients suffering cardiac arrest
Though Hamot did not enroll ahy patients, randomly seiected patients
suffering cardiac arrest at the other hospitals were treated with a new way
Ofperforming Cardio-Pulmonary Resuscitation (CPR). The conditions of
the study were carefully described in an FDA - approved Investigational
Device Exemption.

.,

T’henew treatment, called VEST-CPR, relied on a device invented at The
Johns Hopkins University Hospital in Baltimore and developed by
CardioLogic Systems, Inc., located in Hanover, Maryland. This device
~erformed the CPR chest compressions using a “vest”, resembling an
xrersized blood pressure cuff, around the chest. Scientific evidence
ndicated that VEST-CPR may increase the survival rate of cardiac arrest
~atients over manual CPR.

Nationally seven (7) men and three (3) women were enrolled from
7128/97 to 10/29/97. The average age was 72.3 years. The average
~uration of CPR was 13.80 minutes (manual= 14.67, vest=l 3.43). The
Orimary diagnosis, or arrest causality, was myocardiai infarction (4),
:ongestive heart failure (4), lethal arrhythmias (1), and end-stage
eukemia; (1). Three (3) patients received manual CPR while the
‘emaining seven (7) patients received VEST-CPR. Of the three manual
patients, one (1) experienced a return of a spontaneous circulation. This
patient eventually rearrested and did not survive. Of the seven (7) vest
patients, three (3) experienced a return of a spontaneous circulation.
These three patients did not survive after rearresting in the hospital.

An exception from consent, authorized by. the U.S. Food and Drug
Administration (21 CFR 50.24), was used for all ten patients, as obtaining
informed consent from the.. patient, a family member or a legally
authorized representative at the time the patient was in critical need for
immediate treatment, was not feasible.

On November 7, 1997 CardioLogic suspended and then terminated all
investigations of the VEST-CPR system. No Hamot Medical Center
patients were treated with the device. If you have any questions about the
study, you may contact Linda Gregg, Director of Clinical Affairs,
CardioLogic Systems, Inc., 1-800-321-4277.
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—- Presbyterian Hospital
200 Hawthorne Lane
Post Office Box 33549
Charlotte, NC 28233-3549
(704) 384-4000
http://www.presbyterian. org

Healthcare System

i

July 12, 1998

Amicus Research
Presbyterian Healthcare
200 Hawthorne Lane
Charlotte NC 28207

RE: IRB # 97009- CPR Vest Trial

This is to confirm for your records that the revision for the above referenced protocol
was approved by the Institutional Review Board (IRB) on July 12, 1998 through
expedited review and four other IRB voting members.

Revision includes a public notification article regarding the completion of the
.———-.aforementioned study and the outcome.

A copy of this revision is on file in the IRB Office. Any changes must be submitted
to the IRB for approval prior to implementation. Any unexpected or significant
adverse events should be reported immediately.

The Institutional Review Board is in compliance with the requirements in Part 56,
21 Code of Federal Regulations.

n

The Whole Approach To Health. “ “- -
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THE CHARLOTTE OBSERVER

6R WNDAY,JULY19,1998 ●

AMICUS RESEARCH FOUNDATXON~ CAROLINACARDIOLOGY
PRESBYTERIANHOSPITAL

YEST-CPR’STUDY
Conmlml’m NOTIFICATION

Presbyterian Hospital of Charlotte, NC was one of four centers in the
United States chosen to participate in a study of a new, potentially life-
saving treatment for patients suffering cardiac arrest. Randomly selected
patients suffering cardiac arrest in selected areas of the hospital were
keated with a new way of performing Cardio-Pulmonary Resuscitation
(CPR). The conditions of the study were carefully described in an FDA
~pprovedInvestigational Device Exemption.

I’he new treatment, called VEST-CPR, relied on a device invented at The
Johns Hopkins University Hospital in Baltimore and developed by
CardioLogic Systems, Inc., located in Hanover, Maryland. This device
performed the CPR chest compressions using a “vest”, resembling an
oversizedblood pressure cuff, around the chest. Scientific evidence suggests
that VEST-CPR may increase the survival rate of cardiac arrest patients
over manurd CPR. To study this question, four center began a controlled
study of the device. It was determined in advance that at least 800 patients
would need to be treated with each technique in order to answer the
question. An exemption from consent, authorized by the U.S. Food and
Drug Administration (21 CFR 50.24),was used for all 10 patients. It was not
feasible to obtain informed consent from the patient, a family member or a
legallyauthorized representative at the time when the patient was in critical
need for immediate treatment.

Unfortunately, just shortly after the study began, on November 7, 1997
CardioLogic suspended and then terminated all investigations of the VEST-
CPR system in order to pursue other company interests. Nationally, only ten
(10) patients were enrolled into the study from 28-JuI-97 to 29-Ott-97.
Seven (7) males and three (3) females were enrolled. The average age was
72.3 years while the average duration of CPR was 13.80 minutes. Three (3)
patients received manual CPR while the remaining seven (7) patients
received VEST-CPR. Of the three manual patients, ordy one (1)
experienced a return of a spontaneous circulation. This patient eventually
rearrested and did not sumive. Of the seven (7) vest patients, three (3)
e~erienced a return of a spontaneous circulation. These three patients did
not survive after rearresting in the hospitaL

tie need to find a better resuscitation technique is indisputable. Studies
have shown that when a patient fails initial defibrillation, even the best
manual CPR results in a long term survival rate of only 5-10%. It is
unfortunate that the question of whether VEST-CPR is any better than
standard CPR wilJhave to await further study.

If you have any questions about the study, you may contact Linda Gregg,
Director of Clinical Affairs, CardioLogic Systems, Inc., 1-800-3214277.

P2?sa-m
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AMICUS RESF~CH FOUNDATIONMID CAROLINACARDIOLOGY
PRESBYTERIANHOSPITAL

VEST-CPR”STUDY
COMMUNITYNOTIFICATION

Presbyterian Hospital of Charlotte, NC was one of four centers in the
United States chosen to participate in a study of a new, potentially life-
saving treatment for patients suffering cardiac arrest. Randomly selected
patients suffering cardiac arrest in selected areas of the hospital were
treated with a new way of perfor:ning Cardio-Pulmonary Resuscitation
[CPR). The conditions of the study were carefully described in an FDA
approved Investigational Device Exemption

I’he new treatment, called VEST-CPR, relied on a device invented at The
Johns Hopkins University Hospital in Baltimore and developed by
CardioLogic Systems, Inc., located in Hanover, Maryland. This device
performed the CPR chest compressions using a “vest”, resembling an
wersized blood presstire cuff, around the chest. Scientitlc evidence suggests
that VEST-CPR may increase the survival rate of cardiac arrest patients
Overmanual CPR. To study this question, four center began a controlled
$~dy of the device. It was determined in advance that at least 800 patients
would need to be treated with each technique in order to answer the
question. An exemption from consent, authorized by the U.S. Food and
Drug Administration (21 CFR 50.24), was used for all 10 patients. It was not
feasible to obtain informed consent from the patient, a family member or a
legallyauthorized representative at the time when the patient was in critical
need for immediate treatment.

Unfortunately, just shortly after the study began, on November 7, 1997
CardioLogic suspended and then terminated all investigations of the VEST-
CPR system in order to pursue other company interests. Nationally, only ten
(10) patients were enrolled into the study from 28-Ju1-97 to 29-Ott-97.
Seven (7) males and three (3) females were enrolled. The average age was
72.3 years while the average duration of CPR was 13.80minutes. Three (3)
patients received manual CPR while the remaining seven (7) patients
received VEST-CPR. Of the three manual patients, only one (1)
experienced a return of a spontaneous circulation. This patient eventually
rearrested and did not survive. Of the seven (7) vest patients, three (3)
experienced a return of a spontaneous circulation. These three patients did
not survive after rearresting in the hospital.

The need to find a better resuscitation technique is indisputable. Studies
have shown that when a patient fails initial defibrillation, even the best
manual CPR results in a long term survival rate of only 5-10%. It is
unfortunate that the question of whether VEST-CPR is any better than
standard CPR will have to await further study.

If you have any questions about the study, you may contact Linda Gregg,
Director of ClinicalAffairs, CardioLogic Systems, Inc., 1-800-3214277.

P27SS490
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May 12, 1998

PAs.Linda Gregg
Cardiologic Systems, Inc.
7455-T New Ridge Road
i-hover, Maryland 21076-3134

Dear Ms. Gregg:

This letter is to confirm(hat I reviewed and approved the Community
Notification regarding the termination of the VEST-CPR clinical trial.

Thank you,

--L&=---
Robert L. Campbell, D.12.S.
Professor
oral and Maxillofacial Surgery

and Anesthesiology

RLC:rth
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‘.VIRGINIA COMMO-~’UN~RSIti”fi ‘“
;.MEDICAL COLLEGE OF VIRGINL4 ,HOSPITALS :..
,!, ./ VEST-CpR@ STUDY , :.;-- ~: -,”; . ‘:.::.,...’

COI@lU~~ ,NOT~CA~ON7;;:i..\;;~;. ..>..--.,.:.-:..... ...,-.! ~ ,. -..’.-- . #+..,’,-..
The Virginia Commonwealth Urrive~ity and Media’ College of Vir@ia Ho~ita~
were one of four centers in the United States chosen to participate ,UYa study of a
new, potentially life-saving treatment for patients suffering cardiac arrest. Randomly
sdected patients suffering cardiac arrest in selected area.i of the hos itaI were treated

IL ‘ ““with anew way’ofperfotig Cardic-Puhnonary Resuscitation (CP ). The conditions
of the studywere carefully described in'anFDAapproved,@es@ationdDeticefiemp
tion. ‘;.;; .;:,~’ , :. \ ., .,+., ?;-.. .:.%.., - , . ..!...,..:/ ,., -~y.,! -$C.,.,;-.,;,1....* ;.;...:,”::~ .. .. ......;::-

The n~wtreatment,called %ST-@R~refi~don ade~ce invented atfieJohnsHopk&
University Hospital in Baltimore anctdeveloped by Cardio@ic Systems, Inc., located
in Hanover, Maryland. This device performed the ~R chest com ressions using a
‘%est”,resemblin anoversizedblood pressure cuff,aroundthechest.

!
&ientficetidence

suggests that VE T-CPR may increase the sumival rate of cardiac arrest patients over
manual CPR. To study this question, four centers began a controlled study of the device.
It was determined in advance that at least 800patients would‘needto be treated with
each techni ue in order to answer the question. Anexem tionfrom conse,rt~authorized

$ fby the U. S. ood and Drug Adrrri@stration (21CFR 50. 4),was used for all 10patients.
It was not feasible to obtain informed consent from the patient, a famify member or
a legally authorized representative at the time when the patient was in critical need
for urunediate treatment. ,,.; -;? j,’-: ‘,. ;., -$., ~1~~:j +4.,, ~...:j$~,>-,17j,<$;:, ~.”;;,

Unfortunately, just shortIYafter ‘the skiy be$an, on N&embe~7, 1997 CardioIm “C
fsuspended and then terminated all investigations of +e .~T-CPR system ,in or ec

to pursue other com an interests. Natiortalf , only ten (10) patients were enrolled
!{ JJinto the study from 8- uI-97 to 29-Ott-97. even 7) males and three (3) &males

were enrolled. The -avera “eage was 72.3 years w e the average duration of CPR.
?was 13.80minutes. Three 3) atients received manual CPR while the remaining seven

F(7)patientsreceived~ST-C R. Ofthethreemanualpatient$ onlyone(l)experienced
a return of a spamneous circulation. This atient eventually rearrested and did not

T.susvive.Of the seven (7) vest patients, three 3) experienced a return of a spontaneous
circdation. These three patients did not sumhre after rearr-esting in the hospiW,?~

. :.*.,,.%;.,.;,,. . . .. .
‘l%%need to “fid”k ~ett>r’re&&~on”techruques urdri utable. S~&e~k~~e s6;&~

!that when a patient W initial de!ibrillatiou eyeu the est manuaI,CPR reds in.
a Iong term survivaf,rate of ordy 5~lQ%. .*I.:*&? *,+>+Tj .~~,rn&-m,~: .5 }~>w>.“J:,-. i

‘ ‘;,-:..,-,+..,J ,,,, . ,, ... . ;.,;*: ?.,. ,7.
~~~ou have “~yjq~estio~~%@ ‘“the”@Iy.you maycontactLinda GreggJDirector
of-~cal AH% CarrhoI.@c System. In% @300-321.+2.~,,+ti:.:~~~~ “i$lj .$::
, ,:i,-.&..-. - .-, ....: -.”. . ... ,:. ●’ .,,. f. :,g ,.*, . ... ,-~-.:,.:,:~:..: ,. , <Q.% “,:. <:;
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VIRGINIA COMMO-TH UNIVERSITY AND
I MEDICAL COLLEGE OF VIRGINIA HOSPITALS

VEST-CPR@STUDY
“ COMMUNITY NOTIFICATION

The Viginia Commonwealth University and Medical College ofVii@nia Hospitals
were one of four centers in the United States chosen to participate us a study of a
new, potentially life-saving treatment for patients suffering cardiac arrest. Randomly
selected patients suffering cardiac arrest in selected areas of the hos ital were treated

fwith a new way of performing Cardio-Puknonary Resuscitation (CP ). The conditions
ofthe studywere caretidfydescribed in an FDAapproved Investigational Device Exemp-
tion.

llenewtreatmen~ caUed~ST-CPl? reliedonadevice invented atTheJohnsHopkirrs
University Hos ital in Bakmsore and developed by CardioLogic Sptems, Inc., located
in Hanover, M&land. This device performed the CPR chest compressions using a
“vest”, resemblii anoversizedblood pressure cuff, around the chest. Sientific evidence
suggeststhat~T-CPRmay incre-asethe susvivairateofcardiacarrestpatientsover
manual CPR To study this question, four centers began a controUed study of the device.
It was determined in advance that at least 800 patients would need to be treated with
each tecfmi ue in order to answer the question. An exem tion from consent, authorized

?by the U. S.’kod and DrugAdrninistration (21 CFR 50. 4), was used for all 10patients.
It was not feasible to obtain informed consent horn the patient, a family ❑ember or
a le@y authorized representative at the time when the patient. was in critical need
for urunediate treatment.

Unfortunately, just short~ after the study be~an, on November 7, 1997 CardioLo “c
tsuspended and then termmated all investigations of the VEST-CPR system in or er

to pursue other com
into the study from ~uL97 to 2%Oct-97. even 7) males and three (3) femaIes

interests. Nationall , only ten (10) patients were emolled
JJ

were enrolfed. The avera e age was 72.3 years w “e the average duration of CPR
[was 13.80minutes. Three 3) atients received manual CPR while the remaining seven

C$(7)patientsreceivedVEST- R. Of the three inamsafpatients, ordyone (l)e.xperienced
a return of a spontaneous circulation. This patient eventually rearrested and did not
survive. Of the seven(7) vest patient% three (3) experienced a return of a spontaneous
circulation. These three patients did notsu~ after rearresting in the hospital.

The need to fid a better resuscitation techruque is irrdu utable.Studies have shown
Lthat when a patient 6sils initial defibrillation%even the+ . t manual CPR results in

a long tetrn”mrvival@e of only5-10%

!

.;j!;:$:.$$;.t;:~’:,:.:..;~i -
.:....!.-..I : :

If you-have any questsok”&ut the$tu& ou may 6kt Linda Gre~, Director
of Clinical ME@ CardioLog-c Syste~ In$, 1-800-3214277.
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GLENDALE MEMORIAL HOSPITAL ~;--:

g<,:,. ,: ;.”
AND HEALTH CENTER;~:: “ .-.;

VEST-CPR’ STUDY .-..1.,- %;
A:,:., .....,c$:~.,,,, “ COMMUNITY N~TIFICATION ~ +;
‘~e Glendale Memorial Hospital and Health Center was one of four cknrers i~~
the United States chosen to participate in a study of a new, potentially iif~~
‘+i%ng treatment for patients suffering cakliac arrest. Randomly selecre~ ~
‘patients suffering cardiac mew in selected arm of the hospital were treate~~
‘ivith a new way of performing Cardio-Pulmonary Resuscitation (CPR). TK
;conditions of ‘the srudy were carefully described in an FDA approve~~
Investigational Device Exemption. m-

-.:
..,: ., -.

,,The new trearmenr, called VEST-CPR, relied on a device. invented at the John~~
:Hopkins University Hospiral in Baltimore and developed by CardioLQgi< ~
is ., Inc., located in Hanover, Ma@and. This devix rformed the CPIEr YK“a-icompressions using a “vest”, resemblingan oversizd Iood pressure ctii~
‘iFound the chest. Scientific evidence suggesrs that VEST-CPR may increa.ii <
j~,suMval rate of &rdiac arrest patients over manual CPR To study thi~~

1
ue&ion,. four centers began a controlled study of the device. It w+ ~
etermined in adwmce that at least 800 patients would need to be treated wi~. ~,

‘+ technique in order to answer the questiars. tits exemption from consen~~ ~
‘authorized by the U.S. Food and Drug Administration (2 1 CFR. 50.24), W@Z~
used for all 10 patients. -1Ic was not feasible to obtain informed consent Eoti I
#e patient, a family member or a 1

Y
y authorized representative at the Us+

when the patient was in critical need or immediate treatment. ” -::

@nfortunately, just; shordy after the study began, on -November 7, }99; ~‘
;CarclioLxsgic suspended and r.hen terminated all investigations of rhe VIXT>~
~CPR system in order to pursue other company interests. Narionall~ only (10 j

1~paaents were enro~ed into the study from 28-JId-97 to 29-Ckr-97. Seven (7 ~
maIes ahd & (3) females were enrolled. The average age was 72.3 ye&a
“while the average duration of CPR was 13.80 minute-s. Three (3) parien< j
&cAved manual CPR while tke remaining seven (7) patien~ tilved V’M~~ ~
;CPR Of the three manual patients, only one (1) experienced a return of a~
spontaneous circulation. This patient eventually rearrexcd and did noc surviw~ ~
W the seven (7) vest’ aiients, three (3) experienced a return of a sponwm+~

J@r&rlation. ‘Ike ree parknk did noc kvive after rearresting in ds~ ~

$~pi~. ~~ .“ .-. “; ‘;; : ‘~j

~-e riced to find a better res~tauon t&hnique is indisputable. Stu&esha%
7’ho&n that when a patient fails initial defibrillation, even be best manuaICP~~
g-,. .

r

ts in a long term survkd rate of only 5-10%. .’ ‘“’
‘k.’: ~~

::
-. :

t ‘you have any queaaons about the study you may concact Linda G&~
Director of Chnkd A%irs, Cardio@ic Systems, Inc., 1-800-321-4277 $
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GLENDALE tiMORIAL HOSPITAL:---:,.,-:j-.+ . . .ANDHEALTH CENTER

,+r~,: .1.,$31r-n .’ VEST-CPR@STUDY “;
:r+~,:...,;,.:,: ,,r COMMUNITY NOTIFICATION “..-
:;$. ~~he Glendale Memorkd Hospital and Health Center was one of four centers in
!;;$ =% United States chosen to participate in a study of a new, potentially life-

I-T “

...
saving treatment for patients suffering cardiac arrest. Randomly selected

::$i I;parienrs suffering cardiac arrest in selectedareas of the hospital were treated
. ~;~&with a new way of performing Cardio-Puhnonary Resuscitation (CPR). The
;:-..

-Icondkions “of the study were “carefully described in an FDA approved
“.”:: Investigational Device Exemption.
. . .

; “T
r
‘The new creatmeni, called VEST-CPRj relied on a device invented at the Johns

““;- ~Hopkins University Hospital in Baltimore and developed by CardioLogic
:: “> stems, Inc., located in Hanover, Maryland. This device erformed the CPR

~1 [+ c est compressions using a “vest”, resembling an oversized Iood presstie cuff,.._-
.‘..: &ound the chest. “Scientific evidence suggests that VEST-CPR may increase
j<: “’the survival rate of caxliac arrest patients over manual CPR To study this
...., - uestion, four centers began a conuolled study of the device. h was
‘~ -! etermined in advance that at kast 800 patients would need to be treated with

; :;:! ‘-each technique in order to answer the question. i% exemption from consent,
~- ‘~authorized by the U.S. Food and Drug Administration’(21 CFR 50.24), was;.

: ~: ~tied for all 10 patients. It was not feasible to obtain ‘kkormed &msent from
,;,;; the patient, a Eamiiy member or a 1;..

y
y authorized representative at the time

,?...+ -~whim the patient was in critical need or immediate treatment.,:.:V ~,,
,

:::$ Urifortunarely just shortly ifrer the” study began, on November 7, 1997
... . CardioLogic suspended and. then terminated all investigations of the VE.ST-

‘:”$ ‘ ‘CPR system in order to pursue other company intemts. Nationally, only (10).
‘:( patients were’ enrolled into the study &om 28-JLd-97 to 29-OCC-97. Seven (7).4.

.
i

males and three (3) fern-ales were enrolled. The average age was. 72.3 years
- -“.,,* while the average dui-aaon of CPR was 13.80 minutes. Three (3) parien~
.:;
. .. received manual CPR while the remaining seven (7) patients received VE.ST-

~~] CPR Of the three. manual patients, only one (1) experienced a return of a
“+ sponrarseous circdation. This patient eventually rearrested and did not survive.

;“ : Of the seven (7) vest atients, three (3) experienced a return of a spos-mmeous

Ii
circulation. t!These ree paiienrs did not survive afler rearresting in the

~:..’ . hospitil. ‘ . ,:. .-” .: ..... ... .. . . . . . . . ... . ., ..’,,... . . .

i

.,. .“

[:, ~he”nd to find a better resus&ation techhique is indisputable. Studies have.... .
:?:< .,~~own that when a patient fails initial defibrillation, even the bear manual CPR
-;: ;j+iuks in along term svrvival”rate ofosdy 5-10%. s ~” .,, ,!(’
:. .
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‘;~ you have “’imyqu&ions about ‘the sksd~ you may “contactIkda Gr~’
,. ‘Director of Clinical AfFiirs; CardioLogic Systems, Inc., 1-800-321-4277.-. . . . . . .
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COMMUNITY hlOTIFICATlON

The Glendale Mcmorhd Hospituland Health Center was cme of four centers in the
LJnifcd S181CSchosen to participate in a study of a new, polcnt!fdly !ife-suving c

[reu{ment for ptilicnfs suffering cardiac arrest. Randomly sclcctcd pa[icnts
suffering cardiac wrest in sc!cctcd areas Of the hospital were rrc~tcd with u new
w~y of performing Cardio.Pulm(mary Resuscitation (CP17). The o?nditions of the
s;udy were carefully descrikl in an I:DA approved lnvcstigationtd I.lcvicc
Exemption.

The ncw trcetmcnt, called VEST-CPR, relied on R device inven[w.1 M The Johns
Hopkins University Hospital in Drdtimore and dcvclopcd Ly Clu-ciiol.ogic
$ysiem~, Inc., Iocatcd iu l{anover, Maryland, Il]is device perfiv’med the CPR
chest conlpressimls using R “vest”, resembling an ovcrskd blood pressure cuff,
around the chcs!. Scientific evidence suggests that Vl?S”r-C.PR rlny imxeuse the
survivtd rote of cardiac arrest pntients over manual CPR. To study thisquestion,
four CCIIICRbegan n contTollcc! study of the device. lt was dctcrmincrl in rtdvruwe

thaf al least 800 p8ticnts would need @ hc treated with each techtiiyue in order’ to
a.mwer Ille question. An exemption f?om ummmt. attthorizcd b:~ the U.S. Food
and Drug Aclnlinis[ra[ion (21 CFR 50.24), was used for all 1() pal icnts. it was not

feosiblc to ohtnin infornled consent fmm the patient, a family melnbcr or u legally
authorized rcprcsentWive at the time when the patient was in :riticul need for
immediate treatment.

IJnforlunalciy, jusf shortly rifler (he s]udy began, on November 7, 1997
CardioJ.ogic suspended rmd Il}cn !cnninated till hnmstigations 01’the VliSl”-CPR
syslcm ill order to pursue other company interests. Naticmall:/, only ~cn(1U}
jm[ien~swere enrolled into the study from 28-JuI-97 to 29-0 :t-97. Seven (7)

mnles und three (3) females were enrolled. Tbc uverugo ogo was 72.3 years while
the nvcragc duration of CPR wus 13.80 minute-& Illrcc (3) :mticll[: received

mtmual CIJl{ whi!c the remaining seven (7) ptiticnts rcccived Vl%T-CpR. Of Ihe
three rmmuul potienls, only onc (I) experienced a return of a spontnncous
circulation. “J’llis patient everdutilly rcarrcstcd tmd did not sumi~c. Of the seven

(7) vest ptien{s, three (3) cxpcricnced a return of n sprmtmcous circulation.
These Ihrcc p~tients did not swwivc ntlcr rearresting in the hospitut.

TIIC ueed to find a better resuscitation technique is indisputable. Studies have
shown lkt[ when u patient fai IS initial dcfibrill~[ion, even Ihc hcst mnnutil CPR
results in a long term survival rule of onl y S- IOO/O.

lf you hvc any questions shout the study, you may contact Lindn Gregg, Director
of Clinicril AfTairs, Carrlioi.ogic Sysfems, Inc., 1-80~-32 I -4277. J. .... . .....— -—.-.... . .......-
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